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if. 45 ] 'rJBwfft, ^Piftrstrt, amrit 30 , mi/ttn* io, mis 

No. 45J NEW DELHI, THURSDAY, JANUARY 30, 1992/MAGHA 10, 1913 

rw wfr»r tf- 1*m «p8 ifnn »rt fninf *r *mr *f- 

t^rr it iw! 

Separate Paging is given to this Part in order that It may be tiled m » 

separate compilation 

Ptiw arfr tVran: r i yis tu 

(hw Pcttr) 
srfufOTT 

qf pF*ft, 30 OTTA 1992 

m mr Pr «s(rr) :—ifafa affr wot wnlt fm, 194s mr sfrc wot otR % Pro f^w *ft PotPtPot sttot, Pn% 

OTmrc, afrrfsr «rV wot *rr*rft wPtPott, 1940 (1040 mr 2 :i) mt 'jft 12 it* 33 sra wr wffcOT tt wit wt jij, ihfa 
TOTfti t mi % wrt ^ 7™?; otrt wft t, ott wmst it 93 »r*ft wrtwff it wmrft % fair a+iftr^r Pern 

am 5T Pot% wt jwtPpt yR it ttotott £ sfrt *(w ft Rift ^ im wr wt Pott! m*, ot & fwtft ot trott aft srPrirt 
f%i^ jjjf w t (ot aft *rf Jt, wtt mr otw w ft w, *m for it otPst aft wfR % wot ppm ferr ototjt ; 

f-yrjt 99 stwhff ur wit m nfr wm OTfa aft ’T'ttPtt % 7ot stott M lit otot fm«t *TftT it sott ifft, fafta mam 
fwr wrifr 1 

WT Pott 

1 . ot PottT mr ttPott ott 3fWfsr 9t* wot OTtrft (wtOT) Pott, i 9« 1 t 1 

2 . sftaftr sft* ottot wrft Pott, 1945 9— 

(i) Pott 105 % m ot PtrPtPot Pott ottt ottot wfa 105 afWfimt mT 9m Pftt wt-(i) fimr Pm % Pm* 
sffqfW f 9m otot; 99 it ot PottI 4ft wjft t- 1 if ftrfipr | 1 

(1) 
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( 2 ) m sffafW ft ' 7 t w, sifr ff -1 % Wfa W rf, rmfafai TO A K)TfT— 

(i) sr to TFjgAt fT-i Sr !pw fafafW i ft, fefW/A^ 10 fefW/WEr % to tA A fW snrfa 1 

(ii) sr ipr fafafW % fai Ar wr 30 fa. At. (Wr m f^-fAT^r)/oof*T.^fr./! WAft ft ffnrr 1 

(iii) FFT ft few: JjT* fT'R V faff far Trim 5 fa. At ./l S fa .At . TO sfatT I 

(iv) W/W/Wtot |Fff 4: fai to hwr 3 fa.At. /s fa.At./io PiT. to Aft i 

(v) At TfiRF 4 fVr ttott 3 um ut Aft i 

(VI) *TO TORR % fal TOTO /Afa % fai ^ TOTOT 5 FTl/ 1 5 FTl/sO FFT TO Wt I 

(vii) fafefaFr WW % fai fa fttot 200 Afro W totA to Aft i 

(viii) Wfarfa fafafW % Dpt fa mrr 1 fa.At./2 fa.Ar./s fa.At./io Ft,A t. stFf i*m Art 5 fa.At. srfA im 
(sr to ft? JFjrjAt 1-1 A tofft fafafW f At) to ftir 1 

3 . V^flA t 1 % HRFT ffarfafW HFJ^At Wwffa At STTtnft; Wl :— 


tr^At f-i 
(farm 105 sfarr) 

A 3 fa H I % TO CTTTOT 


Afaftr to m 

¥t^r 

fa wttox 

^FTri^T 

Am 

sofa.At. At Am 

tjjtfar 

^*P?H 

lofa.Ar. 10fa.At.AW 

#t-WAAAfa 

fefW 

50 fefW 

ftfetfa 


30IA. AT. ifiF 


TOPF 

10 IFF Sipr 


3 At 

30 fa. At. dij*r 

fafamfa 

to 5 ft 

is fir. At. At AW 

1 ?AfaTfad<T 

fefW 

100 MW At Am 

Wtero 

^ f- ■ 

TSlW 

100fefrit At Am 

vv A 

fefW 

(i fefW TO IfTT 

nTfihrnit^f 

fefW 

2 ferw TO TOT 


WTO 

10 fa. At, At Atm 

fafafafa 

*F* 

5 IFF TO TO 


Am 

:io fa. At. At Am 

m\faTO FmtFF 

fefW 

3 fefW "FT TOr 


AW 

lofi. At. At AW 

^FTt^T^T 


2 f*r. At .; 5fa. At. irm ; 

A^tfaffafa 

fafa 

loofa. At. /aoofa.At. 

AmurfriF 

5 A TOR 

2 fa. Ar. itot 1 W 

falTOfaimM 

WjF 

looTO^'rArAtTO 

§131 tF 

feRro 

1 0 0 fefW At Am/ffa ^ 

Tf^nTTf^rs" 

fefW 

looAfa 1000 fefW At Am 4 


Am 

200 fa At. 

ffarfafafa 


2, 10 TO A Wt 1 00 A^tt AtTO A 

^fetmAfa 

?Qtoti 

0, 75 ft. ; 1 ft. fWto 

fWAdlJffa, *nf TO[Tt* 

frferr 

lofemt; loofefWAtTOA 


T 5 l*TVK 

2 fa At. FT rrPTO 

TF-flfFT FFT 5 F Atr IRAAlTFTFF 

fefW 

2 fefefet "FT TO! 

S'+Rifafafa 

c A toft 

2 fa , At, "FT AW 
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ms Wl ‘ ^tnSTf^r 

3 

aftafsi 571 m 

#4 i4<ri 

447 44 4TI47T7: 

(##PT W % if) 



OTlf# 

Fi<?i«H 

200 F 4 . #. 44 4144 

>PS1 

ftfen 

4 ftfeff 44 T41 


fdf+or 

4 fefcn 44 441 

m 3414474 ms (afinKPn) 

m 

e\ 

34 ? 4l31 if 34 : 44 fol 



t TFcR' *R> ^ *f 3TT TN" 



wist 4f44i tpr 447 ill 


i^fSPT 

5 fir. 4t. 4435414 

<MKtflOK4Us 

fef+m 

30 afk 100 FifWl' # 4m 

PsOl^id 

5=15T Pt.WTl?r 

4 #7354 44 wr 




if'sfaTTs#! 

f3I45PT 

% ftrrr qlqcT ^ 

IWW* (if#a47 % f#T %4H arafw#! ^nfrn- 

?#4W4 

sofa. #. 444144 sfir. 4t. 44 u popt 

% two) 



jft%4im^ 

ia[4?14 

10 Ft . 4l. 444144 

ftrr^r 

fenp-n 

1044441; 100fef474i47t#14 



10 f%. #. 444144 

*iFtH<j(dfdl jST^ft'wUl^S 

tsfasH 

10 fir. #. spT 4144 

OldlFlRWWklsd 

#CT 

60 ; 2oofa. 4t. €r4m 


^4514 

10 For . 44. 44 itji^t 

n'rferT Tr^'tw^r 

^44514 

5445T4 % f#r <# 4 m if 

fUfl'tn 1 <i^ 

^44514 . 

10 f4. #. 44 4144 

#11 OR 

^'jT^FT 

5 fa. 4l. 5f7T trim 

slfdwfr rfigfi^iTrsg 

?314SI4 

5 fir. 4t^niTP^r 

0>fiddHft4 

?445I4 

1 f4. #.44 prom 



10 F 4 . 4t. 444144 


i 4 =0(14 

I 0 F 4 . 4t. 44 3W14 

^ 1 ¥? T^l i^^T^T-o H\ *<£'H i 

S44514 

2 f<r. 4t. frr 4144 

STtfasta-afreffm 



341 nxFuis inFraR 

fdf4741 

7 c Hff«fr 4%i 44 mr% firor 21 44 141 

sgf?H V 44544 (Mir) 


ioPt. 4t. ^rr^m 

sFjfcFT fjffi’ 

W4444 

10fJT. 4t. 471 ^fim 

S'lr-HH <Hlvll'-H (iTq-.'ft.tT^-. ) 


lofir. 5?t. 47T4m 

4#rt#T *rr5f£ 

(c(^qi 

5 ^n qrTT 

^nrn^r^m 

fefetTT 

100 4714m 

Olsd + MI FoO 

544514 

10 f43 5lt. 471 #151 

^rnfPr (^ti^Wito? % ^r if) 

544514 

1 0 fn. 4t. 471 #151 ; 



2 f4 . # . 471 Olcfvl 

O^miFm r^fm^ 

544514 

lOpl. #. 47141451 


[4. 04H 11011 / 5/8 

<41 *41, Wffcr nf# 
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jfte:—3fkfa- srk stotott ?rr*nfV fw, 1945 , 1 - 5-79 mn 
OTOTm’Ttfmr rm if otttot afk termr OTmm (sim ternm) 
if temr artefsr afk sotott *mnft teatem sfk temt 
( A . gr. 5ft .tr^r.) trltefe if, 3Tfcfft-52T g I OTteOTOT smr tew 

if mta £ Tisumw 2, gte .(3) (i) if stOTfct ft ot tetter 
SrfttOTTOTSff 3 TTT teftfOTT feT ferirtr f •— 

1. m. ot. fir. 1241 mite 6-10-1979 

2. ?rr.^ tt. Ft. 1242mite 6-10-1979 

3 . OT. OT. fir. 1242 OTtte 6 - 10-79 

4 . AT. ^JT Ft. 1281 OTTte 12 - 10-89 

5 . m. ot. te. 43 omite 19-4-80 

6. ST. fir. 779OTTte 26-7-80 

7. 5TT. SOT. Pi. 540 (%f) OTfte 22-9-80 

8 . ot. sot. fir. 680 (?r) mite 5-12-80 

9. ot. =OT. fir. 681 (?r) OTfte 5-12-80 

10. OT. OTfir. 682 (?t) m^te 5-12-80 

11. m. OT.te. 27 (m) m^te17-1-81 

12. m. ot. fir. 478 (?r) mite 6-6-81 

13. m. ot. te. 62(^r) mite 15-2-82 

14. ot. ot. fir. 462 (?r) mite 22-6-82 

15. ot. ot. fir. 5 io(*r) mite 26-7-82 

16. ot. ot. fir. i 3 (?r) mite 26-7-82 

17. ot. ot. te. 3 i 8 (?r) mite 1-5-84 
is. ot. ot. te. 331 (w) mite s-s -84 

19. ot. ot. te. 460 (?r) mite 20-6-84 

20. ot. ot. te. 487 (?r) mite 2-7-84 

21. OT. OT. te. 89(?r) 16-2-85 

22. ot. ot. te. 788 (m) mite 10-10-83 

23 . OT. OT. te. 17 (m) mite 7 - 1-84 


24. OT. OT. te. 1049(3r) mite 29-5-86 

25. OT. OT. te. 1060(?r) mite 5-9-S6 

26. OT. OT. te. 1 1 1 5(ot) mite 30-9-86 

27 . ot. ot. te. 71 (?r) mite 30-1-87 

28. OT. OT. te. 570(sr) OT>te 12-6-87 

29 . ot. ot. te. 626(m) mfte 2-7-87 

30. OT. OT. te. 792 (sr) mite 17-9-87 

31 . ot. ot. te. 37i(sr) mite 14-3-8S 

32 . ot. ot. te. 75(41) mite 2-6-88 

33. OT. OT. te. G 75 (*r) mfte 2 - 6-88 

34. OT. OT. te. 676(*r) mite 2-6-88 

35. OT. OT. te. 677(m) mite 2-6-8S 

36. OT. OT. te. 681 (ot) mite 6-6-88 

37. OT. OT. te. 735(*r) mite 24-6-68 

38. OT. OT. te. 813(?r) mite 27-7-8S 

39. OT. OT. te. 944(?r) OT*te 21-9-88 

40. ot. ot. te. 43(41) mfte 20-1-S9 (srfeqw) 

4 1. ot. ot. te. 44(41) m»te 20-1-89 (tes im) 

42 . ot. ot. te. 200(41) mite 14-2-89 

43. OT. OT. te. 443(m) mite - 12-4-89 

4 4. OT. OT. te. 588(4l) mite 2-6-89 (wfelst) 

45. OT. OT. te. 69l(*r) mite 11-7-S9 

46. OT. OT. te. 784(if) mite 28-8-89 

47. OT. OT. te. 16(w) mite 10-1-90 

48. ot. ot. te. 731(41) mite 23-8-90 

49. OT. OT. te. 865(41) OTfte 25-10-90 

so. ot. ot. te. 11 (ot) mite 7-1-91 

51 . ot. ot. te. 223(41) mite 19-4-91 

52. OT. OT. te. 246(m) OTfte ft 1991 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 30th January, 1992 

G.S.R. 68(E).—The following draft of certain rules further to amend the Drugs and Cosmetics Rules; 
1945, which the Central Government proposes to make after consultation with the Drugs Technical Advi¬ 
sory Board, in exercise of the powers conferred by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 
(23 of 1940), is hereby published as required by the said sections for the information of all persons likely to 
be affected thereby and notice is hereby given that the said draft rules will be taken into consideration 
after the expiry of period of sixty days from the date on which the copies of the official Gazette in which this 
notification is published are made available to the public; 

Any objections or suggestions, which may be received from any person with respect to the said draft 
rules before ihe expiry of the aforesaid period, will be taken into the consideration by the Central Govern¬ 
ment. 
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DRAFT RULES 

1. These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1991. 

2. In the Drugs and Cosmetics Rules, 1945— 

(1) for rule 105, the following rule shall be substituted namely :— 

“105 Packing of drugs (1) The pack sizes of drugs meant for retail sale shall be as prescribed in 
Schedule P-I to the rules. 

(2) The pack sizes of drugs not covered by the Schedule P-1 she 11 be as given below :— 

(i) Unless specified otherwise in Schedule P-I, Tablets/Capsules shall be packed in a strip of 10 
tablets/Capsules. 

(ii) The pack sizes for liquid Oral preparations shall be 30 ml. (paediatric only) 60 ml/120 ml. 

(iii) The pack size for paediatric Oral drops shall be 5 ml./15 ml. 

(iv) The pack sizes for eye/ear/nasal drops shall be 3 ml/5 ml./lO ml. 

(v) The pack size for eye ointment shall be 3 gm. 

(vi) The pack sizes for ointment/creams for topical use shall be 5 gm./15 gm./50 gm. 

(vii) The pack sizes for aerosol inhailers shall be 200 meters dose units. 

(viii) The pack sizes for injectable preparations shall be—1 ml/2 ml/ 5ml/10 ml per ampoule and 
5 ml. per vial (unless otherwise specified in Schedule P-l)’’ 

3. After Schedule P, the following Schedule shall be inserted namely :— 

“SCHEDULE P—I 
(See rule 105) 

Pack sizes of drugs 


Name of the Drug 

Dosage Form 

Pack size 

1 

2 

3 

Ipecacuanha 

Syrup 

50 ml. bottle 

Atropine 

Injection 

10 ml./ampoule; 10 ml vial 

D-Pencillamine 

Tablets 

50 tablets 

Lidocaine 

Injection 

30 ml vial 


Ointment 

10 gm tube 


Jelly 

30 ml. tube 

Paracetamol 

Liquid drops 

15 ml. bottle 

Phenobarbital 

Tablets 

100 tablets bottle 

Phenytoin 

Tablets 

100 tablets bottle 

Mebendazole 

Tablets 

Strip of 6 tablets 

Albendazole 

Tablets 

Strip of 2 tablets 


Suspension 

10 ml. bottle 

Piperazine 

Granules 

5 gm pack 


Syrup 

30 ml. bottle 

Pyrantel Pamoate 

Tablets 

Strip of 3 tablets 


Syrup 

10 ml. bottle 

Chloroquine 

Injection 

2 ml; 5 ml ampoule; 30 ml v 

Metronidazole 

Infusion 

10 ml/200 ml. 

Gentamycin 

Injection 

2 ml. ampoule/vial 
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1 

2 

3 

Clofazimine 

Capsules 

100 Cap. bottle 

Dapsone 

Tablets 

100 tablets bottle/Tin pack 

Isoniazide 

Tablets 

100 and 1000 tabs, in bottle 


Syrup 

200 ml. 

Rifampicin 

Capsules 

2 , 10 Capsule in strip and 100 



capsule in Bottle 

Streptomycin 

Injection 

0.75 gm; 1 gm vial 

Thiacotazone-INH 

Tablets 

10 tabs; 100 tabs, in Bottle 

Quinine 

Injection 

2 ml ampoule 

Sulphadoxine and 

Tablets 

Strip of 2 tablets 

Pyrimethamine 



Dexamethasone 

Injection 

2 ml. vial 

(as Sodium Phosphate) 



Antacid 

Oral suspension 

200 ml. bottle 

Senna 

Tablets 

Strip of 4 tablets 

Bisacodyl 

Tablets 

Strip of 4 tablets 

Oral Rehydration Salt 

Powder 

Pouches to be reconstituted to one 

(ORS) 


litre in one pack or in 5 small sachets 



in one pack. 

Cholecalciferol or 

Granules 

Sachet of 1 gm 

Ergocalciferol 



Ascorbic Acid 

Injection 

5 ml. ampoule 

Vitamins/Hacmatinics/ 

Capsule/Tablets 

Bottle of 30 

Calcium preparations 

Dragees 

and 100; strip of 10 


Oral Drops 

15 ml. vial 

Calcium Gluconate 

Injection 

10 ml. ampoule 

Azathioprinc 

Tablets 

Strip of 10; 100 in bottle 

Calcium Folinate 

Tablets 

10 tablets per bottle 


Injection 

1 ml. ampoule 

Cytarabine 

Injection 

Powder for Injection in vials 

Dactinomycin 

Injection 

Powder for Injection in vials 

Doxorubicin 

Injection 

Powder for Injection in vials 

Etoposide 

Injection 

5 ml. ampoule 

Fluorouracil 

Injection 

5 ml. ampoule 

Mercaptopurine 

Tablets 

bottle of 25 tablets 

Methotrexate 

Injection 

2 ml. vial 

Procarbazine 

Capsules 

Bottle of 25 Capsules 

Vinblastine Sulphate 

Injection 

Powder for Injection in vial 

Vincristine Sulphate 

Injection 

Powder for Injection in vial 

Melphalan 

Tablets 

Bottle of 25 tablets 

Hydroxyurea 

Tablets 

Bottle of 20 tablets 

Busulphan 

Tablets 

Bottle of 25 tablets 

Chlorambucil 

Tablets 

Bottle of 100 tablets 
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Glyceryl Trinitrate 

Tablets 

Bottle of 30 and 100 Tablets 


Long acting 
spansules 

Strip of 4 spansules 


Injection 

5 ml. ampoule 

Isosorbide Dinitrate 

Tablets 

Bottle of 30 & 100 tablets 


Long acting spansules 

Strip of 4 Spansules 

Streptokinaso 

Injection 

Powder for Inj. in vial 

Lidocaine (without preservative for 
Intravenous use only) 

Injection 

50 ml vial; 5 ml. ampoule 

Procainamide 

Injection 

10 ml. vial 

Quinidine 

Tablets 

Strip of 10; bottle of 100 tablets 


Injection 

16 ml. vial 

Mexiletine Hydrochloride 

Injection 

10 ml. vial 

Potassium Chloride 

Syrup 

Bottle of 60; 200 ml. 


Injection 

10 ml. ampoule 

Sodium Nitroprus side 

Injection 

Power for Inj. in vial 

Phentolamine Hydrochloride 

Injection 

10 ml. vial 

Dopamine 

Injection 

5 ml. ampoule 

Dobutamine Hydrochloride 

Injection 

5 ml. ampoule 

Mephenteramine 

Injection 

1 ml. ampoule; 10 nil. vial 

Calcium Chloride 

Injection 

10 ml. ampoule 

Hydroco rti sone—Hemisuccinate 

Injection 

2 ml. vial 

Progestin -Oestrogen 
combinations for Oral contraception 

Tablets 

Strip of 21 with or without 7 placebo 

Insulin Injection (Soluble) 

Inj. 

10 ml. vial 

Insulin Zinc suspension 

Lente 

Inj. 

10 ml. vial 

Insulin Isophane (NPH) 

Inj. 

10 ml. vial 

Clomiphene Citrate 

Tabs 

Strip of 5 tabs 

Levothyroxine Sodium 

Tab lets 

Bottle of 100 

Cys n oc 1 0 ba la m i n 

Injection 

10 ml. vial 

Gallamine (as Triethiodide) 

Injection 

10 ml. vial; 2 ml. ampoule 

Suxamethonium Chloride 

Injection 

10 ml. vial” 


[No X-11011 /5/86-DMS&PFA] 
B.S. LAMB A, Jt. Secy, 

Note : The Drugs and Cosmetics Rules, ] 945 as amended upto 1-5-1979 is contained in the publication 
of the Ministry of Health and Family Welfare (Department of Health) containing the Drugs and 
Cosmetics Act and the Rules (PDGHS-61). Subsequently the said rules have been amended by 
the following notifications published in Part II, Section 3, Sub-section (i) of the Gazette of 
India, namely :— 

1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-04-1980 
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6. G.S.R. 779 dated 26-07-1980 

7. G.S.R. 540(E) dated 22-09-1980 

8. G.S.R. 680(E), dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E), dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.F. 510(E), dated 26-07-1982 

16. G.S.R. 13(E), dated 7-01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(E), dated 20-6-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G.S.R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1986 

24. G.S.R. 1049(E), dated 29-08-1986 

25. G.S.R. 1060(E) dated 5-09-1986 

26. G.S.R. 1115(E) dated 30-09-1986 

27. G.S.R. 71(E) dated 30-01-1987 

28. G.S.R. 570(E) dated 12-06-1987 

29. G.S.R. 626(E) dated 2-07-1987 

30. G.S.R. 792(E) dated 17-09-1987 

31. G.S.R. 371(E) dated 24-03-1988 

32. G.S.R. 75(E) dated 2-06-1988 

« 33. G.S.R. 675(E) dated 2-06-1988 

34. G.S.R. 676(E) dated 2-06-1988 

35. G.S.R. 677(E) dated 2-06-1988 

36. G.S.R. 680(E) dated 6-06-1988 

37. G.SR 735(E) dated 24-06-1988 
38 GSR 813(E) dated 27-07-1988 

39. GSR. 944(E) dated 21-09-1988 Corrigendum 

40. G.S.R. 43(E) dated 20-01-1989 Corrigendum 

41. G.S.R. 44(E) dated 20-01-1989 Corrigendum 

42. G.S.R. 100(E) dated 14-02-1989 Corrigendum 

43. G.S.R. 443(E) dated 12-04-1989 

44. G.S.R. 588(E) dated 2-06-1989 Corrigendum 

45. G.S.R. 691(E) dated 11-07-1989 

46. G.S.R.784(E) dated 28-08-1989 

47. G.S.R. 16(E) dated 10-1-1990 

48. G.S.R. 731(E) dated 23-8-1990 

49. G.S.R. 865(E) dated 25-10-1990 

50. G.S.R. 11(E) dated 7-1-1991 

51. G.S.R. 223(E) dated 19-4-1991 

52. G.S.R. 246(E), dated 1-05-1991 

53. G.S.R. 302(E) dated 7-6-1991 

54. G S.F. 491(E) dated 25-7-1991 

55. G.S.R. 495(E) dated 25-7-1991 

56. G.S.R. 532(E) dated 14-8-1991 
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